K ID37R2

51k Premarket Notification SONOACE R5 Diagnostic Ultrasound System

510(K) SUMMARY OF SAFETY AND EFFECTIVENESS

This summary of safety and effectiveness is provided as part of this Premarket Notification in

compliance with 21 CFR, Part 807, Subpart E, Section 807.92. AN ~ .
VAN -5 ol

1. Submitter’s Information: 21 CFR 807.92(a)(1)
MEDISON CO., LTD.

1003, Daechi-dong, Gangnam-gu,
Seoul 135-280, Korea

Contact Person:
Kyeong-Mi, Park
Regulatory Affairs Manager

Telephone: 82.2.2194.1381
Facsimile: 82.2.2194.1399

Data Prepared: July 2, 2010

2. Name of the device:

Commpn/Usual Name:
Diagnostic Ultrasound System and Accessories

Proprietary Name:
SONOACE RS Diagnostic Ultrasound System

Classification Names: FR Number Product Code
Ultrasonic Pulsed Doppler lmaging System 8521550 IYN
Ultrasound Pulsed Echo Imaging System  892.1560 YO
Diagnostic Ultrasound Transducer 892.1570 ITX

3. Identification of the predicate or legally marketed device:

K 101829, SONQACE R3 Diagnostic Ultrasound System
K 102065, SONOACE R7 Diagnostic Ultrasound System
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310(k) remarket Notification SONOACE RS Diagnustic Ultrasound Svsiem
4, Device Description;

The SONOACE R5 is a general purpose, mobile, software controlled, diagnostic ultrasound system. Its
function is to acquire uitrasound data and to display the data as B mode, M mode, Color Doppler
imaging, Power Doppler imaging, PW Spectral Doppler mode, Harmonic imaging, Freehand 3D
imaging mode or as a combination of these modes. The SONOACE R3 also gives the operator the
ability to measure anatomical structures and offers analysis packages that provide information that is
used to make a diagnesis by competent health care professionals. The SONOACE RS has real time

acoustic output display with two basic indices, a mechanical index and a thermal index, which are both
automatically displayed.

The SONOACE RS has been designed to meet the following product safety standards:

- UL 60601-1, Safety requirements for Medical Equipment

- CSA (C22.2 No. 601.1, Safety requirements for Medical Equipment

- 1IEC60601-2-37, Diagnostic Ultrasound Safety Standards

- EN/IEC60601-1, Safety requirements for Medical Equipment

- ENVIEC60601-1-2, EMC requirements for Medical Equipment

- NEMA UD-2, Acoustic Output Measurement Standard for Diagnostic Ultrasound Equipment

- NEMA UD-3, Standard for Real Time Display of Thermal and Mechanical Acoustic Qutput Indices
on Diagnostic Ultrasound Equipment

- [EC 61157, Declaration of the acoustic output

- I5010993-1, Biocompatibility

5. [Intended Uses:

The SONOACE RS Diagnostic Ultrasound System and transducers are intended for diagnostic
ultrasound imaging and fluid analysis of the human body.

The clinical applications include: Fetal, Abdominal, Pediatric, Small Organs, Neonatal Cephalic,
Trans-rectal, Trans-vaginal, Muscular-Skeletal (Conventional, Superficial), Cardiac Adult and
Peripheral vessel.

6. Technological Characteristics:

The SONOACE RS is substantially equivalent to the SONOACE R3 Diagnostic Ultrasound System,
cleared via K101829, and the SONOACE R7 Diagnostic Ultrasound System, cleared via K102065. All
systems transmit ultrasonic energy into patients, then perform post processing of received echoes to
generate on-screen display of anatomic structures and fluid flow within the body. All system atlow for
specialized measurements of structures and flow, and calculations.

END of S10(K) Summary
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./C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20983

Medison Co., Ltd.

% Mr. Mark Job

Responsible Third Party Official

Regulatory Technology Services LLC

1394 25" Street NW JAN - D Oh
BUFFALO MN 55313

Re: K103722
Trade/Device Name: SONOACE RS Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: I¥YN, IYO, and ITX
Dated: December 20, 2010
Received: December 21, 2010

Dear Mr. Job:

‘We have reviewed your Section 510(k) premarket notification of intent to market the device

referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the SONOACE RS5 Diagnostic Ultrasound System, as described in your premarket

notification:

Transducer Model Number '

C2-4/20 EVN4-9
C2-8 i LN5-1

CN2-8 A - LN5-12/40

CN4-9 1.5-12/60



If your device is classified (see above) into either class 11 (Special Controls) or class I11 (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 893. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in.the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions {Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to hitp://www.fda.gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucm 1 15809.htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please
note the regulation entitled, “Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to

http:/fwww.fda.gov/Medical Devices/Safety/ReportaProblem/default.htm for the CDRI’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Paul Hardy at
(301) 796-6542.

Sincerely yours,

Mt O OH— (.

David G. Brown, Ph.D.
Acting Director
Division of Radiological Devices
~ Office of In Vitro Diagnostic Device
Evaluation and Safety
Center for Devices and Radiological Health

Enclosure(s)
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SECTION 1.3

INDICATIONS FOR USE AN -5 o0

510(k) Number (if known): 103722

Device Name: SONOACE RS Diagnostic Ultrasound Svstem

Indications for Use:

The SONOACE R5 Diagnostic Ultrasound System and transducers are intended for diagnostic uitrasound imaging
and fluid analysis of the human body.

The clinical applications include: Fetal, Abdominal, Pediatric, Small Organs, Neonatal Cephalic, Trans-rectal,
Trans-vaginal, Muscular-Skeletal (Conventional, Superficial), Cardiac Adult and Peripheral-vessel.

Prescription Use \] AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NO'T WRITE BELOW TTHS LINE-CONTINUE ON ANOTHER PAGE OF NEEDED)

Concurrence of CDRH, Office of In Vitre Diagnostic Devices (OIVD)

ications & Division of Radiotogical Devices - '
indications for Lse Oftice of in Viu:'o Diagnostic Davice Evaluation and Safety Section }.3, page |

03723

510K



SE0¢k)Y Premarket Notification SONOACE RS Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k}y No.:
Device Name: SONOQACE R5 Diagnostic Ultrasound System
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation { *includes simultaneous B-mode)
General Specific it} M | PWD § CWD Culor Combined* Other
(Track | only) (Tracks | & 1) Doppler {Spec.) {Spec.)
Ophthalnic Oplithalmic
Fetal (Nee Nowe Jj N N N N Note 1 Notes 2,78
Abdominal N N N N Nute t Nutes 2,78

Intra-uperative hee Nore 6)

Imra-operative (Neurg.)

Fetal Dapmng Laparoscuopic

& Other Pediatric N N N N Note | Notes 2,5.6,7.8
Small Organ (Sce Note 3) M N N N Note | Note 2,56
Neoratal Cephalic N N N N Note | Notes 2.8
Adult Cephalie
Trans-rectal N N N Note | Note 2,78
I'runs-vaginal N N Note | Note 278
Trans-urethral
Trans-esoph. (non-Cardiuc)
Musculo-skel. (Convent.) N N N N Note 1 Note 2,56
Musculo-skel. (Superfic.} N N N N Note | Mote 2,56
Intra-luminal
Other (spec.)
Cardiae Adult N N N N Note | Notes 4
Cardiac Cardiuc Pediatric
Truns-esophagenl (Cardhac)
Other (spec.)
Peripheral Peripheral vessel N N N N Note | Noutes 2,568

Vessel Other {spec.)

N= new indication: P= previously cleared by FDA; E= added under Appendix E
Additional Comments:
Color Doppler inchudes Power (Amplitude) Duppler
Note 11 B=M, B-PW, B+Color, B-+P1D, B<Color+PW, B+PD+PW, B-Color-Color M
Note 2: Includes imagmg for guidince of biopsy
Note X Ingtudes infertility monitoring of follick development
Note 4: Color M-mude
Note §5: For example: thyruid, parathyroid, breast. scrotum and penis in adult, pediatric and neonatat patients
Nute 6: Abdominal organs and peripheral vessel
Note 7: Tissue Narmonic tmaging (1LY
Note ¥: 30 imaging

Concurrence of CORH, Office of In Vitro Diagnostic Devices {OHVD)
Prescription Use (Per 21 CFR B01.109}

/
Indications for Use %AA/ @ é A—

{Division Sign-Off)
_ Division of Radiologicat Davices
Office of in Vitro Diagnostic Device Evaluation and Safety

s A0 B2 D

Section 1.3, page 2




S1K) Premarket Notitication SONOACE R3 Dingnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510{k) No.:
Device Name: C2-4/20 for use with SONOACE RS
Intended Use: Diagnostic uitrasound imaging or fluid flow analysis of the human body as follows:

Clinigal Application Made of Openation (®includes simultaneous B-mode)
General Specific B| M |PWD CwWD Calor Combined* Other
{Track | onlv) (Fracks | & EI) Doppler® {Spee.) (Spec.)
Ophthalmic Ophthalmic
Fetal tNee Nore 3) P $ P P Note | Notes 2,7 .8
Abdominal P B P P Nute | Notes 2,7.8

ntrs-vperative (See Mote 6/

Intra-operative (Neuro.)

etal Jmaging Laparuscopic

&  Other Pediatric 4 3 [ P Note | Notes 2,37 8
Small Organ (See Newe 3}

Neonatal Cephalic
Adult Cephalre

Truns-rectal

Trans-vaginal

l'eans=urethral

Trans-¢soph. {non-Cardiac)

Mustculo-skel. (Convent.)
Musculo-skel. (Superfic.)
Intra-Twninal
Other [ spec.)

Cardiae Adult P P P P Note | Nutes 4
Cardiae Cardiae Pediutric

Trans-esophageal (Cardise)

Other (spec.}

Peripheral Penpheral vessel
Veysel Other { spe.)

N= new indication; I'= previousty cleared by FDA K101829; E= added under Appendix £

. Additional Comments:

Color Doppler includes Power (Amplitude) Doppler

Note |: B-M, B-PW, DB-Color, B+PD, B+Color-PW, B-PO-$W, B-Color+Color M

Note 2: Includes imaging for guidance of biopsy

Note 3: [ncludes infentility monitoring of follicle development

Note 4: Colur M-mode

Note 5: For example: thyroid, parathyroid, breast, serotam and penis in adult, pediatric and neonstal patients
Note 6: Abdominal organs and peripheral vessel

Note 7: Tissue {lammonic [maging (TLID

Note B: 3D imaging

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)
Preseription Use (Per 21 CFR 801.109)

4

Indications tor Use MM‘ Section 1.3, puge 3

{Division Sign-Cff)
Divisicn of Radiological Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

o 1N107792




S100k) Premarket Notification SONOACE R3 Diagnostic Ultrasound Svstem

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: C2-8 for use with SONDACE R5
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the hurnan body as follows:

Clinicat Application Mode of Operation (“includes simultaneous B-mode)
CGeneruf Spevific B{M]|PWO]| CWD Color Combined® Other
{Vrack | onhy {lracks | & 1) Dopplur* [Spec.) {Spec.)
Ophthaltnic }Uphlhulmin:
Fetal fhvee Vore 3) P P [ P Nete 1 Notes 2,78
Abdominal p P P p Nute | Notes 2,78

[ntra-operative (See Note 6)

Intra-operative (Neuro. )

Fetal lmagng Laparoseopic

&  Other tediatric B P p P Note | Notes 2,578
Small Organ (See Nere §)

Nevnatal Cephalic
Adult Cephalic

Trans-rectal

Trans-vaginal

Frans-urethrat

Trams-esoph. (non-Cardive)

Musculo-skel. {Comvent.)

Musculy-skel. {Superfic.)

Intra-lumingl

Other (spec)

Cardine Aduit

Cardiae Cardiae Pediatric
Prans-esophageat (Cardine)
Other (spec.)

Peripheral Peripherat vessel
Vessel Other (spec.)

N= new indication; = previously cleared by FDA K101829: E= added under Appendix E
Additional Comments:

Color Doppler includes Power {(Ampliude) Doppler

Note | B=M, B-PW, B+(olor, B+PD, B-Culor-PW, B-PU=PW, B+Color~{olor M

Note 27 Includes imaging For guidance of biopsy

Note 3: Includes infertility monitoring of follicle development

Note 4: Coler M-moede

Note 3: For example: thyroid, parutlyroid, breast, serotum and penis in adult, pediatrie and neonatal pibents

Note 6: Abduminal orgins and peripheral vessel

Note 7: Tissoe | lannonic Imaging (111

Notz B: 3D imaging

Concurrence of CDRH. Otfice of In Vitro Diagrostic Devices (O1VD)
Prescription Use (Per 21 CFR 801104}

f
Indications for Use %/’AA/W m Section 1.3, page 4

{Division Sign-Off)
. Division of Radiological Devices
Gfice of In Vitro Diagnostic Device Evaluation and Safety

s 102022




J10(k} Premarket Notification

510(k) No.:

SONOACE RS Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

‘Device Name: CN2-8 for use with SONQACE RS
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mude of Operation {*includes simultaneous 3-mode)

General
{Track | valy)

Specific
(ircks | & L)

B

M

PWD

CwD Color

Doppler*

Combined*
{Spec.)

Other
{Spec.)

Ophthalmic

Ophithzlmic

L'etat Imaging
&  Other

Fetal fer Mo 3j

Note 1

Notes 2,7 .8

Abdeminal

P

Note |

MNutes 2,78

Itriv-uperative (See More 6

Intra-operative (Neuro.}

Lapurvscopic

Pediatri

Note |

Nates 2,37 8

Small Organ (Nee Ne 5)

Neonatal Cephalic

Adull Cephalic

I'euns-rectal

Trans-vaginal

Trans-urethral

Frans-esoph. (non-Cardiac)

Musculo-skel. {Convent.)

Musculo-skel, {Superfic )

Intri-huninal

Other (spee.)

Curduse

Curdiae Adult

Curdiae Pediatric

Truns-esephugen) (Cordiag)

Other (sprc.)

Peripheral
Yessel

Peripheral vessel

Other (spec.)

N= new indication; 1>= previously cleared by FDA K101829; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Anplitude) Doppler

Note 1: B=M, B-PW, B+Cofor, B+PD, B-Color+PW, B=-PD-PW, B-Color+Color M

Note 2: Encludes imaging for guidance of biopsy
Note 3: Includes nfertility monitoring of follicle development

Nute 4: Color Manode
Note 5: For example: thyroid, parathyroid, breast, serotwin and penis in adult, pediatriv and aronatal patients

Note &: Abdominal organs and peripheral vessel

Note 7: Tissue Hamnonic bonaging (1111
Note 8: 30 imaging

Concurrence of CORH, Otfice of In Vitro Diagnostic Devices (OIVL)

Indications for Use

Prescription Use (Per 21 CFR 801.109)

( !
Divisicn of Radiological Devices
e of in Vitro Diagnostic Device Evaluation and Safety

o A0

Section 1.3, page 5



S10k) Premarket Notification

SONOACE R3 Diagnostic Ultrusound Svstem

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: CN4-9 for use with SONOACE RS

Intended Use: Diagnostic ultrasound ima; ing or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operition (*includes simultaneous B-modg)

General Specitic B M |PWD| CWD Color Combined*
(Irack [ vnlv} (Tracks § & 111y Doppler® (Spec.)

Other
(Spee.)

Ophthakmic Ophthalmic

Fetal fsee Nowe 3)

Abdominal

Intra-operitive fhee Nore 6)

Intra-pperative (Neuta.)

Fetal Imaging Laparoscopic

& Osher Pediatric p p p P Note |

Notes 2 8

Small Organ {Ser Nove 5)

Neonatal Cephalic P d B P Note |

Notes 2.8

Adull Cephalic

Trams-rectat

Truns-vaginal

I'rans-urethral

Truns-esoph. (non-Cardiac)

Musculo-skel. (Convent.)

Musculo-skel. (Superdic.}

Intra-luminal

Other (spec.)

Cardine Adult

Curdine Cardive Pediniric

Truns-esuphageal { Cardiac)

Other (spec.)

Peripheral Periphers] vessel P p p P Note |

Notes 2,8

Vessel Other (spec.)

N=new indication: 1= previously cleared by FDA K101829; E= added under Appendix E
Additional Comments:

Color Doppler includes Power {Anplitude) Doppler

Note 1 3+M, B-PW, B+Color, B+PD, B-Color+tPW, B-PL+PW, B-Color~Color M

Note 2: Wncludes inaping For guidunee of bivpsy

Note 3: Inckdes infentility monitoring of follicle development

Note 4: Color Manode

Note 5: For example: thyroid, parathyroid, breast, scrolum and penis in adult, pediatciv und neonatl patients

Note 6: Abdominal urgans and penipherul vessel

Note 7: Tissue |larmonic bwmaging (1111)

Note §: 30 imaging

Concurrence of CORH, Office of In Vitro Diagnostic Deviges (O1VD)
Prescription Use (Per 21 CFR 801,109

J
Indications for Use Wﬁ av/é‘,_‘

(Dhvision Sign-Off}
Division of Radiokogical Devices
QOffice of In Vitro Diagnostic Device Evaluation and Safety

510K }/_\|Do;739—

Section 1.3, page &



510(k) Premarket Neotification SONOACE RS Diagnostic Ubtrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k} No.:
Device Name: EC4-9 for use with SONOACE RS
Intended Use: Diagnostic ltrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mude of Operation {*includes simultunesus B-inode)

General Spevitic B¢y M | PWD CwWD Color Combined” Other
{Track | onlv) {fracks | & §ih Doppler* (Spee.} [5pec.)

Ophthahnig Ophithalmic

Fetal tNee Mowe 3}
Abdominal

Intra-pperative (Nee Ve 6}

lnra-operative {Neuro.)

Fetal Tmaging Laparoscopiy
&  Other Pediatrie
Small Grgan (See Note 5)
Neonatal Cephalic
Adult Cephalic

['ranas-rectal B P P p Notz MNotes 2.7 8

Trans-vaginat pyp ¢ P Nate 1 Notes 2,7.8
Prans-urethral

Truns-esoph. (non-Cardii)

Muscubo-skel. {Convent.)

Musculo-skel. (Superfic,)

Intra-keminat

Other (spec.)

Curdine Adult
Cardiag Cardige Pediatric

Frans-esophageal (Cardine)
Other (spec.)

Peripheral Peripheral vessel

Veysel Other (spec.)

N= new indication; = previously cleared by F12A K101829; £= added under Appendix &
Additional Comments:

Color Doppler inchides Power (Amplitude) Dopgler

Note [: B=M, B-PW, B+Color, B+PD, B+Color+PW, B~PD+PW, B=Color~Color M

Nute 2: tncludes imaging for puiduamee of biopsy

Note 3: Includes infertility monitoring of follicle development

Notg 4: Color M-ode

Note 5: For example: thvroid, purathyroid, brewst. serotum and penis in adult, pediatric and neonztal patients

Nute 6: Abdominal organs and peripheral vessel

Note 7: Tissue |Harmonic hoaging (VI

Note §: 30 imaging

Concurrence of CDRH, Oftice of in Vitro Diagnostic Devices (O1VL)
Preseription Use (Per 21 CFR 801.109)

!
indications for Use ;741 Z 'f @ §/F< Section 1.3, page 7

. (Division Sign-Off)
Qmsic_m of Radiological Devices
Vitro Diagnastic Devica Evaluation and Safety

510K L‘)\] NA727)

Cffice of In




Sto(k) Premarket Notification SONOACE RS biagnostic Ultrzsound Svstem

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510{k) No.:
Device Name: EVN4-9 for use with SONOQACE RS

Intended Use: Diagnostic ultrasound imaging or fluid flow analvsis of the human body as follows:
Clinical Application Mode of

eration (*mcludes simultaneous B-mode)
General Speific Bl M| PWD CWD Color Combined* Other
{Track | only) {fracks | & HI} Doppler* {Spec.} (Spee.)
Ophihalinie Ophihalmic

Fetal (See Nore J)
Abdeminal
Intra~operative See Noie 6}

Intra-eperative (Neuro.)

Fetal lmaging La parescopic

& Other Pediatric

Small Organ (See Nore 37

Neonatal Cephalic
Adult Cephulic

Trans-rectal N N N N Nate | Notes 2,7 8
Teans-vinginal N N N N Note | Motes 2,7 8
Trans-urethral

Fruns-esoph. (non-Cardiac)

Mustulo-skel. (Convent.)

Musculo-skel. (Supertic.)

Intra-tuminal

Other (spec.}
Cardiae Adult
Cardiac Cardiac Pedtatric

Trans-esophagenl (Cardize)

Uther (spec.}
Peripheral Periphersl vessel
Vissel Other {spec.)

N= new indication; 1'= previously cleared by FDA; £= added under Appendix E
Additional Comments:
Color Duppler includes Power (Amplitude) Duoppler
Note 1: B=M. B=PW, B+Colur, B=PD, B-Colur-PW, B<PD+PW, B-Color-Color M
Note 2 Enchudes inaying for goidanee of biopsy
Note 3: Includes infentility monitoring of follicle development
Mote 4: Colur M-nude
Note 5 Vor example: thyroid, parzthyroid, breast. serotuny and penis in adult, pediatric and neonatal patients
Note 67 Abdominal erpans and penpheral vessel
Note 7 Tissue Hwmonie Tmaging (71D
Note 8: 30 imagmg

Concurrence of CORH, Oftice of In Vitro Diagnostic Devices (O1VD)
Prescription Use (Per 21 CFR 801.10%)

ﬁzﬂ 4 V ) i/_
indications for Use / 97 Section 1.3, puge 8
e {Division Sign-Cff)

ivisi iotogical Davices
Division of Raduo!og_lcal Qvice
Office of In Viuo Diagnostic Device Evaluation and Safety

V102192 I

510K



$10tk) Premarket Notitication

510(k) No.:

SONOACE R5 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

Device Name: LN3-12 for use with SONOACE R35

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mude of Operation (*includes simultanecus 8-mode)

General
[Track | valy)

Specific
tlracks 1 & 110

1]

M

PWD

CwD

Color *
Doppler*

« Combined*
[Spec.)

Other
(Spee.)

Ophthahmnic

Ophthalmic

Fetd Bmaging
& Other

Fetd (e Note 3)

Abdominal

Iatra-vperative fSee Vore 6)

Intra-vperative (Neuru.)

Laparoscopic

Pediatrie

MNote |

Nutes 2,56

Smull Organ (See Nore J)

Nate |

Nutes 2.5.6

Neonatal Cephalic
Adult Cephalic

Trans-rectal

Trams-vaginal

‘Trans-urzthral

Trims-esoph. (non-Cardiac)

Musculo-skel, (Convent,) N MN N MNuote |

Note |

Nutes 25,6
Notes 2,56

Musculusskel, {Superfic.) Ni{ N N N

Intra-lum it

Otther {spee)

Cardize Adult
Cardiuc Pediatric

Cardiac

Trans-esoplugeal (Cardiac)

Other {spec.}

Peripheral Peripheral vessel N N N N

Other {spec.)

Note | Nutes 5.6

Vessel

N= new indication; = previeusly cleared by YDA E= added under Appendix E
Additional Comments:
Color Doppler includes Power {Amptitude) Doppler
Note |: B-M, B-PW, B+Color, B+PD, B-Colo+<PW, B-PL-PW, B-Colur=Color M
Note 22 Includes mmaging fur guidance of biopsy
Note 3: Includes infenibity monitoring of follicte development
MNuote 4: Color M-mode
Note 3: For example: thyreid, parathyroid, breast, scrotum and penis in adull, pediatnc and oeonatal patients
Note 6: Abdominal orpuns wnd peripheral vessel
Note 77 Tissue 1 lammonic Tinaging (1110
Note 8: 3D tmaging

Concurrence of CDRH, Otfice of In Vitro Diagnustic Devices (O1VLD)
Prescription Use (Per 21 CEFR 801.109)

Indwattons for Use Section 1.3, page 9

. {Division Sign-Off)
I;)w:sion of Radiclogical Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

o IO DI




510(k} Premarket Notification

510(k) No.:

SONOACE RS Diagnostic Ultvasound Svstem

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

Device Name: LN5-12/40 for use with SONOACE RS

Intended Use: Diagnostic ultrasound ima

zing or fluid flow analvsis of the human body as follows:

Clinical Application

Mude of Opention (*inchudes simultaneous B-mode)

Generd
(Track 1 onlv)

Specitic
{Tracks 1 & [t}

B

M

PWD CwD Color

Loppler®

Combined®
(Spee.)

Other
{Spec.}

Ophthalmic

Ophthalnsie

IPetal Imaging
& Other

Fetal (Nev Nuwie 3)

Abdeminal

ntroperative fSee Note 6)

Intra-vperative {Neury,)

Laparoscopic

Pediatric

Nate |

Notes 2.5 .6

Small Organ (See Nexe 5)

Note |

Notes 2.5.6

Neonital Cephalic

Adult Cephalic

Fraws-rectal

Vrans-vagina)

Trans-urethral

Trans-esuph. (non-Cardiac)

Musculo-skel. {Convent.}

Note |

Notes 2,56

Museudo-skel, (Supertic.)

P

Nute |

Notes 2,56

Intrat-laminal

Otheer {sprec.)

Cardiac

Cardise Adult

Cardiae Pediutric

Truns-esophugeal (Cardiac)

Other (spec.)

Peripherat
Vessel

Peripherat vessel

Nute |

Notes 53,6

Other (spec.)

N= new indication; PP= previously cleared by FDA K 101829, E= added under Appendix E
Additional Comments:
Celor Doppler includes Power (Amplitude} Doppler
Note 11 B-M, B-PW, B+Color, BPD, B-Color+PW, B-PD+PW, B=Coler «Cokor M

Note 2. Includes imaging foe guidance of biopsy
Note 3: Inctudes infertility monitoring of follicle development

Note 4: Color M-ntode
Note 5: For exanmple: thyvoid, parathvreid, breast, scrotunt and penis in adult, pediatic and neonatal patients

Note 6 Abdeminaf organs and peripheml vessel

Note 7- Tissue 1larmonic lmaging (T11H
Note 8: 30 imaging

Concurrence of CORH. Office of In Vitro Diagnostic Devices (O1V D)
Prescription Use (Per 21 CFR 801.10%)

Indications for Use

sk JAOAI2 D
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S10(k) Premarket Notification

510(k) No.:

SONOACE RS Diggnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

Device Name: L5-12/60 for use with SONQACE RS
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Ctinical Applivation

Muode of Operation (*includes simaltaneous B-mode)

General
{'Track 1 onlv)

Speci i
{Trucks § & 1)

BfM[PWD] CWD Color

Doppler*®

Combined”
(Spec.)

Other
(Spec)

Ophthalmic

Ophthutmic

Fetal hnaging
& Other

Fetal (See Mate 3)

Abdaminal

Intra-operative fSee Neve 6)

Intra-operative (Neuro.}

Laparostopic

Pediatric

Moe |

Notes 2,56

Small Orgm (Nee Ve )

Nute |

Notes 2.5.6

Neumatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vayinal

Trans-urethral

Trans-esoph. (non-Curdiac)

Muscolo-skel, (Convent.)

Note |

Notes 2.5.6

Muscula-skel. {Supettic.)

Note |

Notes 2.5 .6

Entra<fmmin;sl

Other (spec.]

Cardiac

Cardine Adult

Cardiae Peditric

Truns-esuphagenl (Cardiae}

Other (spec.}

Peripheral

Vessel

Peripheral vesgel

Note |

Notes 5,6

Onlier (spec.)

N= new indication: P'= previously cleared by FDA K101829; E= wdded under Appendix E
Additivnal Commeants:
Color Doppler includes Power (Amplitude) Doppler
Nute 1: B-M, B-PW, B~Color, B+PD, B-Color+PW, B=PD+PW, B-Color -Color M

Note 2: Includes inaging for guidanee of biopsy

Note 3: Includes infedtility monitoring of follicle development
Neote ¢ Color M-moede
Note 5 For example: thyroid, parthyroid, breast, scrotum and pends in adult, pediotric and neonstat patients

Note 0: Abdomimal organs and peripherl vessel

Note 7: Tissue Hanronic lmaging (T
Note 8: 30 imaging

Concurrence of CORU, Office of In Vitro Diagnostic Devices (OtV D)
Prescription Use (PPer 21 CFR 801.109)

Indications for Use

it D DHo.

Oftice of In Vitro Diagnostic Device Evaluation and Safety

{Division Sign-Off)

Division of Radiologicel Devices

S22

510K
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